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(d) Stimulants. Unless specifically ex-
empted or excluded or unless listed in 
another schedule, any material, com-
pound, mixture, or preparation which 
contains any quantity of the following 
substances having a stimulant effect 
on the central nervous system, includ-
ing its salts, isomers and salts of iso-
mers: 

(1) Pyrovalerone ......................................1485. 
(2) [Reserved] 

[39 FR 22143, June 20, 1974, as amended at 43 
FR 38383, Aug. 28, 1978; 44 FR 40888, July 13, 
1979; 47 FR 49841, Nov. 3, 1982; 50 FR 8108, Feb. 
28, 1985; 52 FR 5952, Feb. 27, 1987; 53 FR 10870, 
Apr. 4, 1988; 56 FR 61372, Dec. 3, 1991; 67 FR 
62370, Oct. 7, 2002] 

EXCLUDED NONNARCOTIC SUBSTANCES 

§ 1308.21 Application for exclusion of a 
nonnarcotic substance. 

(a) Any person seeking to have any 
nonnarcotic substance which may, 
under the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301), be lawfully 
sold over the counter without a pre-
scription, excluded from any schedule, 
pursuant to section 201(g) (1) of the Act 
(21 U.S.C. 811 (g) (1)), may apply to the 
Administrator, Drug Enforcement Ad-
ministration, Department of Justice, 
Washington, DC 20537. 

(b) An application for an exclusion 
under this section shall contain the fol-
lowing information: 

(1) The name and address of the ap-
plicant; 

(2) The name of the substance for 
which exclusion is sought; and 

(3) The complete quantitative com-
position of the substance. 

(c) Within a reasonable period of 
time after the receipt of an application 
for an exclusion under this section, the 
Administrator shall notify the appli-
cant of his acceptance or nonaccept-
ance of his application, and if not ac-
cepted, the reason therefore. The Ad-
ministrator need not accept an applica-

tion for filing if any of the require-
ments prescribed in paragraph (b) of 
this section is lacking or is not set 
forth as to be readily understood. If the 
applicant desires, he may amend the 
application to meet the requirements 
of paragraph (b) of this section. If the 
application is accepted for filing, the 
Administrator shall issue and publish 
in the FEDERAL REGISTER his order on 
the application, which shall include a 
reference to the legal authority under 
which the order is issued and the find-
ings of fact and conclusions of law 
upon which the order is based. This 
order shall specify the date on which it 
shall take effect. The Administrator 
shall permit any interested person to 
file written comments on or objections 
to the order within 60 days of the date 
of publication of his order in the FED-
ERAL REGISTER. If any such comments 
or objections raise significant issues 
regarding any finding of fact or conclu-
sion of law upon which the order is 
based, the Administrator shall imme-
diately suspend the effectiveness of the 
order until he may reconsider the ap-
plication in light of the comments and 
objections filed. Thereafter, the Ad-
ministrator shall reinstate, revoke, or 
amend his original order as he deter-
mines appropriate. 

(d) The Administrator may at any 
time revoke any exclusion granted pur-
suant to section 201(g) of the Act (21 
U.S.C. 811(g)) by following the proce-
dures set forth in paragraph (c) of this 
section for handling an application for 
an exclusion which has been accepted 
for filing. 

§ 1308.22 Excluded substances. 
The following nonnarcotic substances 

which may, under the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 301), 
be lawfully sold over the counter with-
out a prescription, are excluded from 
all schedules pursuant to section 201(g) 
(1) of the Act (21 U.S.C. 811(g) (1)): 

EXCLUDED NONNARCOTIC PRODUCTS 

Company Trade name NDC code Form Controlled substance (mg or mg/ 
ml) 

Bioline Laboratories ........... Theophed .......................... 00719–1945 TB Phenobarbital .................... 8.00 
Goldline Laboratories ........ Guiaphed Elixir ................. 00182–1377 EL Phenobarbital .................... 4.00 
Goldline Laboratories ........ Tedrigen Tablets ............... 00182–0134 TB Phenobarbital .................... 8.00 
Hawthorne Products Inc .... Choate’s Leg Freeze ........ ........................ LQ Chloral hydrate ................. 246.67 
Parke-Davis & Co .............. Tedral ................................ 00071–0230 TB Phenobarbital .................... 8.00 
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